^ PATENT COOPERATION TRB^ 



From the INTERNATIONAL SEARCHING AUTHORITY 



To: 

SQUIRE, SANDERS & DEMPSEY L.L.P. 
Attn. Wininger, Aaron 

Palo Alto, CA 94303-1043 

UNITED STATES OF AMER,ICA,,,, . ., . , 


NOTIFICATION OF TRANSI^ITTAL OF 
THE INTERNATIONAL SEARCH REPORT AND 
THE WRITTEN OPINION OF THE INTERNATIONAL 
SEARCHING AUTHORITY, OR THE DECLARATION 

(PCT Rule 44.1) 


Date of mailing 

(day/month/year) 30/12/2004 


Applicant's or agenfs file reference. ' ' •' ' " 
50623.00398 /i; foi^'Y 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


International application No. C O J:K :. r 

PCT/US2004/017060 


International filing date 

(day/month/year) 28/05/2004 


Applicant 

ADVANCED CARDIOVASCULAR SYSTEMS, INC. 



1 . [2 The applicant is hereljy notified that the international search report and the written opinion of the International Searching 

Authority have been established and are transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the International Application (see Rule 46): 
Whan? The time limit fOr filing such amendments Is nomially 2 months from the date of transmittal of the 
International Search Report; however, for more details, see the notes on the accompanying sheeL 

Where? Directly to the International Bureau of WlPO, 34 chemin des Colombettes 

121 1 Geneva 20, Switzerland, Fascimlle No.: (41-22) 740.14.35 
For more detailed instructions, see the notes on the accompanying sheet. 

2. rn The applicant is hereby notified that no international search report will be established and that the declaration under 

Article 1 7(2)(a) to that effect and the written opinion of the International Searching Authority are transmitted herewith. 

3. With regard to the protest against payment of (an) additional fee(s) under Rule 402, the applicant is notified that: 

I I the protest together with the decision thereon has been transmitted to the Intematlonal Bureau together with the 

applicant's request to fbnvard the texts of both the protest and the decision thereon to the designated Offices. 
I I no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Reminders 

Shortly after the expiration of 18 months from the priority date, the international application will be published by the 
International Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international 
application, or of the priority claim, must reach the International Bureau as provided in Rules gotofe.l and 90Ws.3, respectively, 
before the completion of the technical preparations for international publication. 

The applicant may submit comments on an infonnal basis on the written opinion of the Intematlonal Searching Authority to the 
International Bureau. The International Bureau will send a copy of such comments to all designated Offices unless an 
international preliminary examination report has been or is to be established. These comments would also be made available to 
the public but not before the expiration of 30 months from the priority date. 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority 
date (in some Offices even later); otherwise, the applicant must, within 20 months from the priority date, perform the prescribed 
acts for entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 19 
months. 

See the Annex to Form PCT/IB/301 and, for details about the applicable time limits. Office by Office, see the PCT Ap^lcanfs 
Guide, Volume 11. National Chapters and the WlPO Internet site. 



Name and mailing address of the International Searching Authority 


Authorized officer 


^T" European Patent Office. P.B. 5818 Patentlaan 2 


Yvan Ladurner 


NL-2280 HV Rijswijk 


Off/ Tel. (+31-70) 340-2040. Tx. 31 651 epo nl. 





NOTES TO FORM PCT/ISA/220 



Those Notes are intended to give the basic instructions concerning the filing of amandmants under aiiida 19. The 
Notes are based on the requirements of the Patent Cooperation Treaty, the Regulations and th* Adminislraiwa Instruotions 
under that Treaty In case of discrepancy between these Notes and those requiremerts, the latter are applicable. For more 
detailed informaUon, see also the PCT Applicanfa Guide, a publication of WIPO. 

In these Notes, 'Artida*. 'Rule*, and 'Section' refer to theproviaiona of the PCT, the PCT Regulations and the PCT 
Adminiatrative Instnictions respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 



The applicant has, after having received the inlematianal search report, one opportunity to amend the elaima of the 
international application. It ahould however ba amphaaizad that, ainca all parts of the international ^jplication (olainw, 
deacription and drawinga) may be amended during the intamationai preliminary examin^on procedure, thara is usually 
no need to file amendmenta of the claima under Article 1 9 except twhere, e.g. the applicant wanta the latter to tie puliiiahad 
for the purposes of provisional protection or haa another reason for amending the claims Isefore international ptNilication. 
Furthermore, it should t>e emphasized tturt provisional protection is avaMatila in soma Statea only. 



What parte of the Intamationai applleatlon may be am ended? 

Under Article 1 9, only the claims may be amended. 

During the international phase, the daima may also be amended (or further mended) under Article 34 before 
the Intem^ional Preliminary Examinirtg Authority. The daaoription and drawings may only ba amended under 
Article 34 before the International Examining Authorily. 

Upon entry into the national phase, all parts of the intamationai application may bo a mended under Aiticia 28 
or, wliara appliealjie, Article 41 . 



Whan? Within 2 montha from the date of tranamittal of the vitamatianal aaaroh report or 1 6 months from lha pnority 

data, whtchavar tima Mmit axpiraa lalar. It shoidd ba noted, howavar, that tha aniandmaiAa will tie oonaidafad 
aa having baan laoaivad on time if ttwy ara raoaivBd by the International Bureau lAar tha expiration of tha 
app li f aW a tma fimit tN4 bafbra tha comptation of tha taohnioal pcaparationa for intamationai publ i cation 
(Rula46.1). 



WherenottoMetheamendmenU? 

The amendmenta may only ba tied with tha Memational Bureau and not with tiM racaiving Oflioa o 
Intamationai Saarohing Authority ((%jla 46.^. 

Where a demand for irrtamiAonal pniSmlnary examination haa lieanVIa filed, aaa tialow. 



Hew? Either by cancelling one or mora entire daima, by adding one or mora now daima or tiy amending tha text of 

one or mora at the daima aa filed. 

amendmenta, dHfara from ttie aheat originally Nad. 

All the daima appearing on a reptacameirt aheet muat t>e numliered in Aral>ic numerala. Where a daim ia 
cancelled, no renumbering of the other claims is required. In all cases where dainns sre renumtiered, they must 
t>e renumtwrad consecutively (Administrative Instructions, Section 205(b)). 

The amandmenU muat ba made in tlia languagp in whldi ttwintamatianai applicMlon la to ba puMlahad. 



^lyi ml doc u nian t a iwuat/t na y nocompwiy tiia aman d niaiila? 
Latter (Section 205(b)): 

Tha amandmeite must t>e sulmitlad with a lattar. 

The latter wiH not ba putslished with the intemaliond application and the amended daims. It should not be 
confused with the 'Statement under Article 1 9(1)' (see below, under 'Statement under Article 19(1)'). 

The letter muat ba In Engilah or Francti, a( tha choica of the appOeant However, If tha language of the 
Intamationai application la EngNah, tha Mtar muat ba In Engilah; if tha language of tha Intamationai ^pNcatlon 
ia French, tha lattar must bo In Franch. 



w~ 

NOTES TO FORM PCT/ISA/220 (continued) 



Vm Mtor mutt indieate th« diffamncM batoman th« claims as filed and tha eloima as amended. It must, in 
particular, Indnate, in connection wittt each daim appearing in the international application (it being underatood 
that identical indieationa concerning several claims may be grouped], what her 

(i) the claim is unchanged; 

(it) the claim is cancelled; 

(iii) the claim is new, 

(iv) the claim replaces one or more oiaima as filed; 

(v) the claim is the result of the division of a daim aa filed. 



Tha foliawing mamplra lluslnte the mannar In wMeh amandmanU mustba nplaimtf in ttw 
acoompanying letter: 

1 . [Where originaly there were 48 daims and after amendment of some daims there are 51 ]: 
*aaims 1 to 29, 31 , 32, 34, 3S, 37 to 48 replaced by amended claims bearing tha same numbers; 
daims 30, 33 and 36 unchar>ged; new daims 49 to 51 added.* 

2. [Where originally there were 1 5 daims and alter amendment of all daims there are 1 1 ]: 
"Claima llD 15 rapiaoed by amended daims 1 to 1 1 .* 

3. [Where origindlylherevrara 14 daims and tha amandmanis consist in oanoeUing soma daims an^ 
nawdaima]: 

'Claims 1 to 6 and 14 unchanged; daims 7 to 1 3 canceled; new daims 1 5, IS and 1 7 added." or 
'Qaims 7 to 13 cancelled; new daims 1 5, 16 and 1 7 added; al other daims unchanged.* 

4. [Where various kinds of amendments are made|: 

'aaims 1-10 unchanged; daims 11 to 13, 18 stkI 19 canceled; claims 14, 15 and 16 rsplaced by amended 
daim 1 4; daim 1 7 subdividad into amended daims 1 5, 1 6 and 1 7; new daims 20 and 21 added.* 



■VMamanl under arOela 19(1)- (Rule 46.4) 

The amaridmants inay be aooompaniad by a stalainant ajqilaining tha amendments and nduaiing any im 
that such amandmanis might haws on tha daaoriplian and tha drawings (ivhieh cannot be amended under 

Aitiote 19(1 ]D. 

The atalamant wiH be publiahad with the intemabond appioafon and the amended daims. 

R mint ba in tha IwigHaoa in which tha intaniaManal apppliealian la to to pi^^ 

It must be brief, not exceeding 500 words if in English or if frandatod into Engliah. 

It should not be confused with and does not repiaoa tha taller indicating the dmerances between tha cldma 

as filed and as amended. K must be filed on a separate sheet and must be identified as suoh by a heading, 

preferably by uamg tha words *Stdament under Article 1 9(1 ).* 

It may not contain any disparaging oommenls on the intomationd search report or the rdevanoa of dtations 
oontdned in that report. Reterenoe to citations, relevant to a given daim, contained in the intemationd search 
report may be made only in connection with an amendment of that daim. 



Censaquanca if a demand for Intamanonal prdlmlnary axambiation has alraady bean fiiad 

If, at the time of filing any amendments under Article 1 9, a demand for intematnnd prdlminafy exmndion 
has already been submitted, the applicant must prafsrably, d tha same lime of fifing the amendments with tha 
Intemdiond Bureau, dso file a copy of such amandmente with the Intemdional Preliminary Examining 
Authority (see Rule 62.2(a). first sentence). 



Consequence with regard to tranaiaMon of the IntamaUonal application for entry into the natlond phase 

The applicants dtention is drawn to the fad thd, where upon entry into the ndtond phase, a trandation of the 
ddms as amended under Artida 1 9 may have to be fumishad to tha designatedMedad Offioea, indeed of. or 
in addition to. the translati«) of the ddms as filed. 

For further dddls on the requirements d each designdedteleded Office, sea Volume II of the PCT Applicwit's 



^ PATENT COOPERATION TRE^^ 

PCT 



INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



Applicant's or agenf s file reference 
50623 .00398 


FOR FURTHER see Form PCT/ISA/220 

ACTION ^ w^re applicable, item 5 below. 


International application No. 
PCT/US2004/017060 


International filing date (day/month/year) 
28/05/2004 


(Earliest) Priority Date (day/month/year) 
25/06/2003 



Applicant 



ADVANCED CARDIOVASCULAR SYSTEMS, INC. 



This International Search Report has been prepared by this international Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This Intemalional Search Report consists of a total of 3 sheets. 

[x] It Is also accompanied by a copy of each prior art document dted in this report. 



1 . Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless othenwise indicated under this item. 

r~] The international search was carried out on the basis of a translation of the international application fumished to 
this Authority (Rule 23.1 (b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the intematlonal application, see Box No. I. 

2. 1^ Certain claims were found unsearchable (See Box 11). 

3. [[] Unity of invention is ladcing (see Box III). 

4. With regard to the BMe, 

[x] the text is approved as submitted by the applicant. 

[~1 the text has been established by this Authority to read as follows: 



With regard to the abstract, 

[x] the text Is approved as submitted by the applicant 

rn the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box No. IV. The applicant 
may, within one month from the data of mailing of this intematlonal search report, submit comments to this Authority. 



6. With regards to the d 

a. the figure of the drawings to be published with the abstract is Figure No. 

I I as suggested by the applicant. 

I I as selected by this Authority, because the applicant failed to suggest a figure. 

I [ as selected by this Authority, because this figure better characterizes the invention. 

b. [x] none of the figures is to be published with the abstract 



INl^RNATIONAL SEARCH REPORT 



International Application No 

PCT/US2004/017060 



Patent Classification (IPC) or to bcHh m 



B. RELDS SEARCHED 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the intemationai search (name of data base and, where practical, search temns used) 

EPO-Internal , MPI Data, RAJ 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



■e appropriate, of the re 



Relevant to claim Ni 



WO 03/082368 A (ADVANCED CARDIOVASCULAR 
SYSTEM) 9 October 2003 (2003-10-09) 
page 4, lines 14-18 
page 24, lines 16-21 
page 28, lines 12-21 
claims 1-4 

WO 03/022323 A (ADVANCED CARDIOVASCULAR 
SYSTEM) 20 March 2003 (2003-03-20) 
the whole document 

WO 03/035131 A (ADVANCED CARDIOVASCULAR 
SYSTEM) 1 May 2003 (2003-05-01) 
the whole document 

WO 02/058753 A (ADVANCED CARDIOVASCULAR 
SYSTEM) 1 August 2002 (2002-08-01) 
the whole document 



1-82 



□ 



Further documents are listed In the continuation of box 0. 



Patent family members are lis 



° Special categories of oil 



3r document but published oi 



in priority claim(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

!, exhibition or 



nt published after the international filing dal 
or priority date and not in conflict with the application bi 
cited to understand the prindpte or theoiy underlying th 
invention 



'Y' document of particular relevance; the claimed invention 
cannot IM considered to involve an inventive step when the 
document is combined with one or more Other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

'&' document member of the same patent family 



Date of the actual completion of the 



22 December 2004 

ind mailing address of the ISA 

European Patent Office. P.B. 5818 Patentlaan 2 
NL - 2280 HV Rijswi|k 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl. 
Fax: (+31-70) 340-3016 



30/12/2004 



Authorized officer 



Engl, B 



INTERNATIONAL SEARCH REPORT 

■ilpnf ormatlon on patent family members 
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J PATENT COOPERATION TjpATY 



PCT 



see form PCT/lSA/220 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule436/s.1) 



(day/tnonth/^ear) see form PCT/1SA210 (second sheet) 



Applicants or agenfs file reference i pqr FURTHER ACTION 

see form PCT/ISA/220 ' See paragraph 2 below 



International application No. T International filing date (dayAnonth^e^) 


Priority date (dayAnonth/year) 


PCTAJS2004^17060 28.05.2004 


25.06.2003 


International Patent Classification (IPC) or both national classification and IPC 




A61L31/16 




Applicant 




ADVANCED CARDIOVASCULAR SYSTEMS, INC. 





lEI 


Box No. 1 




Box No. II 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 


El 


Box No. VI 


□ 


Box No. VII 


□ 


Box No. VIII 



This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

. Reasoned statement under Rule 43b/s. 1 (a)(i) with regard to novelty. Inventive step or industrial 
applicability: citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
□ Box No. VIII Certain observations on the international application 
FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority <"IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.1b/s(b) that written opinions of this International Searching Authority 

will not be so considered. 

It this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISA/220. 

For further details, see notes to Form PCT^SAS20. 



Name and mailing address of the ISA: I Authorized Officer 

J European Patent Office : 

D-80298 Munich ; Engl, B 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 

Fax: +49 89 2399 - 4465 : Telephone No. +49 89 2399-8283 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTAJS2004/0 17060 



Box No. I Basis of the opinion 

1 . With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/br amino acid sequence disclosed In the intemationai application and 
necessary to the claimed inventnn, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing^rnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3. □ In addition, in the case that more than one versbn or copy of a sequence listing andbr table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 



WRITTEN OPINION OF THE International application No. 

INTERNATIONAL SEARCHING AUTHORITY PCT/US2004^1 7060 



Box No. II Priority 



1. S The following document has not been furnished: 

S copy of the earlier applicatton whose priority has been claimed (Rule 43b«.1 and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43t»/s.1 and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

2 □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 43b/s.1 and 64.1). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3 □ It has not been possible to consider the validity of the priority claim because a copy of the priority document 

was not available to the ISA at the time that the search was conducted (Rule 17.1). This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

4. Additional observations, if necessary: 



Box No. V Reasoned statement under Rule 43Ws.1 (a)(i) with regard to novelty, inventive step or 
Industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-82 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-82 




No: 


Claims 




Industrial applicability (lA) 


Yes: 


Claims 


1-82 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Box No. VI Certain documents cited 

1. Certain published documents (Rules 43bisA and 70.10) 
and / or 

2. Non-written disclosures (Rules 43bis.1 and 70.9) 
see form 210 



'3 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 



International application No. 



PCT/US2004/017060 



Concerning Section V: 

The claimed subject-matter has been neither taught nor suggested in the available prior 
art, and is therefore considered novel and inventive (Article 33 (2) and (3) POT). 

The document WO-A-03/082368 whose priority date is before but which was published 
after the present priority date might become relevant for the assessment of novelty and 
inventive step. 



